Implants and the Law -Prophylaxis
The fundamental factor in the avoidance of litigation in medical matters isother things being equala good doctor/patient relationship. This is particularly so when a recently developed procedure or technique is being carried out. Perhaps it can be more simply stated as a question of adequate communication between the patient on the one hand and his medical advisers, be they general practitioners or consultants, on the other.
In the case of implants, metal, plastic or a combination of the two, the surgeon should always take the precaution of noting any restrictions in the use of the appliance or materials which the manufacturer may specify. For example many metal implants are specifically stated to be unsuitable for full weight bearing until bony union has occurred across an osteotomy or fracture. Unfortunately this information is often printed in small letters at the bottom of the packet label and in consequence can easily be overlooked.
Whatever procedure is advised it is always time well spent in explaining it to the patient and unwise to brush aside any discussion on the possibility of failure or to guarantee 100% success. The majority of patients are quite able to accept the fact that there is a failure rate in everything and furthermore that they cannot expect the benefits of modem medicine without also accepting the risks.
Where an implant is concerned the research leading to its development is obviously of fundamental importance, but of equal importance is unbiased investigation into failures. These may, for example, be due to design or specification of materials, defects in fabrication or surface finishing, or the surgical technique employed for its insertion or fixation.
The way of the pioneer is and always will be hard. If something goes wrong when a new prosthesis or technique is being tried, then an allegation of negligence may well only be defensible if it can be shown that the procedure was in all respects soundly based. Any flaw in the preparatory work or any lack of necessary knowledge regarding the materials being used could well prove fatal to a successful defence.
I consider, however, that it is to the credit of orthopedic surgeons that there has been so little disputation and litigation in implant surgery which they have developed to its present position. I hope that arguments about bone cement and cardiac arrest, the carbon content of implants, biocompatability and the carcinogenic effect of polymeric implants will remain where they belong, namely in the orthopaedic journals, and never come to be aired in a court of law.
MrJ A A Watt (Hempsons (Solicitors), 33 Henrietta Street, Strand, London WC2E8NH)
Implants and the Law-Claims for Damages
It is impossible here to go through all aspects of law which affect surgeons concerned with implant surgery, but one can deal with the principles which operate. It ought to be made clear that there is no magic about implant surgery itself, and the same principles of obligation and responsibility apply as much to surgeons engaged in this field as to practitioners, and indeed, anyone holding themselves out with a special skill towards the patient or other person to whom they render a service.
Your chief concern will no doubt be how and why claims in negligence arise and are dealt with, but claims for damages can also arise over alleged failure by the patient to give consent, under breach of contract, and, regrettably even now, claims for damages alleging defamation.
The essential feature about a claim in negligence is that an element of fault must be proved by the person claimingblame before payment is essentialand although there is much discussion about the question of compensation without fault, the law still requires that fault be proved.
Before going into detail of the law of negligence, I think a word about the problems regarding consent of treatment would not be out of place.
So far as consent is concerned, it is to be remembered that every sane adult patient is free to have or refuse treatment and therefore before starting it the consent of the patient must first be obtained. The physical treatment of the patient without his or her consent constitutes assault and battery and may give rise to an action for damages. This is a civil remedynothing goes before the magistrates in such a case, but there are rights for a patient in this situation to take criminal proceedings for assault and were such a situation to arisefortunately it is rarethen the patient must choose whether to seek damages or to have the doctor condemned in a magistrates' or higher court for assault. A practitioner treating a patient in an emergency when consent could not be obtained in practice, would have a good defence to any claim founded on an alleged absence of consent.
The patient's consent may be expressed or, you may be relieved to hear, implied in law from the surrounding circumstances. Consent is expressed if it is given in writing or orally. Before a surgeon commences an operation, one knows that is is the invariable practice for the patient's written consent to be obtained save in times of extreme emergency. Forms of consent hastily thrust before a patient are in no way to be treated lightly. (There are and should be a variety of different forms for different procedures.) Implied consent arises where the patient submits to treatment which he knows about and a good example of this is where a patient, knowing he is to receive an injection and what it is about, holds out his arm for the injection to be given.
There are two considerations to be bome in mind in connexion with consent. The patient must know what he is consenting to and the practitioner concerned must have given a fair account of the treatment proposed to be given. A warning must also be given of any unusual or unexpected risks which the treatment involves.
The ingredients required to be present together in order for a person to establish a claim in negligence are: (1) a duty of care by the defendant to the plaintiff; (2) a breach of that duty by the defendant; (3) damage suffered by the plaintif.
It is obvious that a doctor has a duty to his patient, and, it is usually obvious when a patient has been injured during the course of an operation. It is in establishing what amounts to a breach of duty of care that the majority of disputes arise where claims are made by patients and others against practitioners.
A surgeon is not under an absolute duty to avoid injury to a patient, but is required to possess an adequate knowledge of the work, and to exercise reasonable skill and care measured by the standard of what is reasonably to be expected from an ordinary competent surgeon of his or her standing. He must have sufficient professional knowledge but is not required to be as skilful as the most learned of his profession.
However, he is expected to keep up to date with new techniques and to read the current literature. A surgeon is not liable for a simple error of judgment. What amounts to an error ofjudgment is a fruitful source of debate in the courts. Many cases exist of faulty diagnosis; retained swabs, errors in technique, preparation and concentration of solutions in,jected, and burns suffered by patients during the course of surgery are also examples. However, it is to be remembered that throughout the country something more than two million surgical operations take place each year;
legal advice is sought only in respect of some hundreds, and only a handful find their way to the courts to be decided by a judge after evidence has been given and expert witnesses called by both parties.
In implant surgery, where pieces -of precision equipment may have to be inserted into the patient's body, if something goes wrong with the implant itself, the courts may be called upon to decide whether it is the error of the surgeon in failing to examine and test sufficiently the implant before inserting it, or the manufacturer who is at fault if the implant fails to function according to its stated specification. Naturally, a claim will lie against the surgeon if the technique used in effecting the implant was of a standard lower than reasonable competence in performing the surgery.
Where a claim is brought, it is in almost all cases the duty of the plaintiff to make his claim and to prove that negligence exists. Many years may pass before a claim made against a surgeon comes before the court, and lawyers find that the most effective defence is invariably mounted where the practitioner's clinical notes are not merely legible to the ordinary mortal not qualified in medicine, but are -made at the time, contain all the relevant details of the patient's condition, Section ofOrthopedics 45 and avoid any personal observations about the quality of the patient or his attitude towards the operation or indeed, those performing it upon him. Many cases have had to be settled where, no doubt due to personality differences, observations have been made in the notes which would be acutely embarrassing were they to come to the notice of the plaintiff and his advisers. Once a claim has been begun and an action likely to come before the courts, the patient is likely to obtain a sight of his own hospital records. Recent legislation has enabled application to be made before an action ig begun for a sight of records, which has both the advantage of preventing worthless claims being pursued, so far as the surgeon is concerned, and also in revealing errors which may amount to negligence and thus to a settlement of a claim before substantial costs have been incurred and an action is brought to trial.
An abundance of proceedings once begun are never pursued at all. Many are withdrawn after an explanation has been given to a prospective claimant. Many others are settled out of court, in many cases for a payment less than might have been awarded were the matter to have been taken before a judge and argued at length. As has been mentioned, only a very few are heard in public and at full length before a judge.
Accordingly, the surgeon engaged in implant surgery has primarily to bear the fundamental principles of the law of negligence in mind. Apart from the possible difficulties he may encounter with the implant equipment itself, no specific law exists either to make his task more difficult or, it may be said, to make it any easier than for the reasonably competent practitioner in his field. Dr John Wall (Medical Defence Union, 3 Devonshire Place, London WIN2EA)
Implants and the Law -Grumbles and Writs
Dr Leahy Taylor has stressed the importance of the surgeon taking the patient fully into his confidence when advising him to undergo an operation, so that he will not subsequently complain that the hazards of complications or failure were greater than he had been led to expect. Mr George Bonney (unpublished), on the clinical aspects, has pointed out that legal repercussions occur not only when an evident complication such as sepsis or metal sensitivity has intervened but also when good relations have been lost between the patient and the surgeon. Mr Watt has outlined the sequence whereby a formal claim for damages is dealt with by the legal advisers of what are by now the opposing parties, patient and surgeon. My task is to reinforce all that they have said and to stress that although the surgeon who finds himself under attack may feel that the progress from a mere grumble to a disheartening writ may seem to be inexorable, on the contrary, with hindsight it can almost always be said that the dispute between the surgeon and his patient could have been minimized or perhaps averted, if it had been possible to make more time available for the crucial element of communication.
A patient may grumble at the manner of a surgeon who has carried out a highly skilled operation of which the result is perfect. This is an occupational hazard of a profession which deals with people who are in pain and whose livelihood may be in jeopardy. The eventual realization of success may be some weeks ahead but by this time the patient may have written a letter to the hospital administrator, to his Member of Parliament, to the Secretary of State, the ombudsman or the Sunday newspapers. Time and explanations will usually heal these wounds, though wounds they are, and an angry response from a surgeon to an unjustified complaint from a patient who does not realize how fortunate he is, can lead to an endless correspondence in which the skilled surgeon may find that his reputation for fair dealing with patients is impaired.
While claims for damages for negligence are all too common, implant surgery is a field in which many grumbles may come from patients who say: 'I accept that my operation was performed skilfully but my consent was obtained by concealing from me some of the essential facts upon which alone I could base it'. The patient is then alleging not negligence but the civil wrong between citizen and citizen, of assault for which the courts may order compensation to be paid even though it is acknowledged that there has been no failure of skill. For example, in a case where a metal hip implant broke, the burden of the patient's complaints, through his solicitors, was not that the surgeon had been negligent, but that he had not been told that the implant could ever break; if he had known this he would never have agreed to undergo the operation. However, in the case of Hatcher v. Black, Lord Justice Denning made it clear that a doctor does not have an absolute duty to tell the patient of all the known hazards of the procedure.
It need hardly be said that a grumble will immediately lead to a writ and that a settlement will have to be made out of court if human
